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Healthineersl-** PYKOBOAWTENb FPYMMbI MO PerucTpaLmm

npoAayKuum Ans in vitro AnarHocTuKu,
UMMYHOXMMWS, FEMaTO/0MMs U reMocTas

doTorpagmyeckme U3o6paxkeHnss MeaULMHCKOTO U34enus Ans AUarHocTUKK in vitro

Habop peareHTOB A1 onpeAeneHns NoBEPXHOCTHOIO aHTUreHa Bupyca renatnta B ADVIA Centaur® HBsAgI
(ADVIA Centaur® HBsll) ans aHann3atopoB UMMYHOXeMUIOMUHeCLEeHTHbIX ADVIA Centaur® XP,
ADVIA Centaur® XPT,
npomnssogctea Siemens Healthcare Diagnostics Inc., CLUA

3NEKTPOHHAS KONHA 0GOPMAIEHA LIEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKWX H3ENHIA



Pucymok 1. HaGop peareHTOB ANR ONPeAeneHUA NOBEPXHOCTHOrO aHTUreHa supyca renatuta B ADVIA Centaur® HBsAgll (ADVIA Centaur® HBsH) ans ananu3aTopos
MMMYHOXEeMUAIOMUHECLeHTHbIX ADVIA Centaur® XP, ADVIA Centaur® XPT, o6wmi ua (poto 1)
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Bupyca renatuta B ADVIA Centaur® HBsAgll (ADVIA Centaur® HBsll) gna aHannzatopos

PucyHok 2. Habop peareHToB [Ans onpefesieHWsa MOBEPXHOCTHOrO aHTUreHa
UMMYHOXeMuoMnHecueHTHbIXx ADVIA Centaur® XP, ADVIA Centaur® XPT, o6wwnin Bug (doto 2)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



SIEMENS f

ADVIA Centaur"

HBsI|I "

& \iiBkH 00918305
V vy 202008-31

10492138
KoddyPdc «k

PucyHok 3. Habop peareHTOB Ans onpefesieHNss NOBEPXHOCTHOro aHTureHa Bupyca renatuta B ADVIA Centaur® HBsAgll (ADVIA Centaur® HBsll) gna aHanusatopos
NMMMYHOXeMunomMmuHecyeHTHbiXx ADVIA Centaur® XP, ADVIA Centaur® XPT, o6wunii Bug (doTto 3)
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PUCYHOK 4. HaGop peareHToB f/si onpejefieHUs MOBEPXHOCTHOTO aHTMreHa Bupyca renatuta B ADVIA Centaur® HBsAgll (ADVIA Centaur® HBsll) ansa aHanusaTopos
NMMYHOXeMUnoMuHecyeHTHbiXx ADVIA Centaur® XP, ADVIA Centaur® XPT, o6wuii Bug (oo 4)
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SIEMENS

- . »  ForUS RxOnly
ADVIA Centaur e For in vitrodiagrtostic use in the qualitative
determination of HesAg in human serum and
H BS I I plasma using the AOVIA Centaui* systems.
Conblnk the Reagent8.0mU Solid Phase21.0mL
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ADVIA Centaur* For Us RxOnly
For in vitro diagisostic use in die qualilalive determination of HBsAq iti human
serum and plasma using the ADVIA Centaur' systems. Contains; HBsll Solid

H BSI I ZCI_ Phase [streplayidin codtr’l magnelit. latex particles 60 mg/dL bovirte serum
albumin (BSA) goat serum bovine gamnsa glotxilin surfactant NaNi- 0 | “i.
I Cl—l IVHI 2x2.5mL preservatives!; HBsll late Reagent [anti HBsAq motfoclonal mouse - 0.6 pgrniL
HBSAQ“ TwumnmT BSA Ixrvine gammii globuliri go.it STrum muuSi’ IgG surfart.rrt NaHr.
0.V  prrMivativpsj, HBsll Ant illary Rc.iip-nt lanti HBsAr] monov tijii.il mouse
Read)Pa(k et 11 12x2.5mL .mtilvntus  2.0pa/11 anti HBsAgmonoslonalmouse O Iptt/ml BSA
«asnas U.-.iiie «i.iminagkitnilin i]0.it si-ium mouse ig<i surfast.int NaN,- O I'c
(He..eiv.iti,i s] HBslI f.il'tkaUx Hirjh (piirthed hiim.in HBsAg boitei psy
NaNi. 0 1v.|, HRsIK .ilibt.iUrrLort Buffei BSA (NaNs- 0.1°|

N0 *» [ Ix 250ml M

PUCYHOK 5. Ha6op peareHToB Ansi onpegesieHns NOBEPXHOCTHOTO aHTUreHa Bupyca renatuta B ADVIA Centaur® HBsAgll (ADVIA Centaur® HBsll) gns aHanusatopos
UMMyHOXemunnanHecueHTHbix ADVIA Centaur® XP, ADVIA Centaur® XPT: OcHoBHOW peareHT HBsAgIl (HBsll)
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F»,US

For ,n vitro diagnostic use in the qualitative detemiination of
XSAC serum and plasma using the ADVIA Centaur systems.
2*C

Phase (streptavidin-coated magnetic latex particles 60 mg/dL bovine wrum
albumin (BSA) goat serum bovine gamma globulin esurfactant NaN, - 0J
preservalivesl; HBsll Lite Reagent (anti HBsAg monoclonal niouse ~ 076 j/mL
BSA bovine gamma globulin goat serum mouse IgG surfactant NaN,
0.1% preservatives], HBsll Anrillary Reagent [anti HBsAg monndonal mouse
antib-Kites - J 0 pg/mL anti HBsAtj monutlonal mouse -0 i pg/ml BSA
bovine gamma globulin goat serum mouse IgO surtai tint NaN :_ 0

preservalivesl; HBsll Calibrator High Ipurified human HBsAg butl.i BSA
I I NaNi- 0.1%]; HBsll Calibialot low Buffer BSA (NaNi-.O ["i]

PI/IcyHOK 6. Habop peareHTOB A4/18 onpeAenieHnss NOBEPXHOCTHOIO aHTureHa supyca renatnta B ADVIA Centaur® HBsAgll (ADVIA Centaur® HBsll) gns aHanmsaTopos
UTUTMyHOXeMunrumHecueHTHolx ADVIA Centaur® XP, ADVIA Centaur® XPT: JononHutenbHblli peareHT HBsAgIl (HBsll ANC), 25 mn
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For US RXOnly

For in vitro diagnostic use in the qualitative determination of HBsAg in human
serum and plasma using the ADVIA Centaur = systems. Contains; HBsll Solid
Phase (streptavidin-coated magrsetk late* particles 60 mgfdL bovine serum
albumin (BSA) egoat serum bovine gamma globulin surfactant N.rNi = 0.1%

preservatives!; HBsll Lite Reagent [anti-HBsAg monoclonal mouse - 0.6 pg/mL

BSA 1bovine gamma globulin goat serum mouse IgG surfactant NaN se
0.1% preservatives], HBsll Ancillary Reagent (anti HBsAg Ton<n lona! mmise
antibodies - 2 0 pg/mL anti HBsAg monoclonal mouse U i pg/rnl BSA
bovine gamma globulin goat S'rum mouse IgG surfactant N.iIN =0 1
preservatives); HBsll Calibrator High [puribc'd huniati HBsAg biiflet BSA
NaNj- O.ISI; HBsll Calibrator tovv Buffer BSA (NaN,- o'l".]

PVUCYHOK 7. Ha6op peareHToB Ans onpegeneHus NOBEPXHOCTHOTO aHTUreHa Bupyca renatuta B ADVIA Centaur* HBsAgll (ADVIA Centaur® HBsll) gns aHanusatopos
MMMyHOXemuntoMuHecueHTHbiXx ADVIA Centaur® XP, ADVIA Centaur® XPT: Kanubpartopsl
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10492138 Habop peareHTOB A1 onpeaesieHnsa NoBEPXHOCTHOIO
aHtureHa supyca renatmta B ADVIA Centaur® HBsAgI!

(ADVIA Centaur® HBsll) gnsa aHann3aTopos
nMMyHoxemunromMmmnHecueHTHbIX ADVIA Centaur® XP,

ADVIA Centaur® XPT

NHpopmaLms o nponsBoauTesie U CTPaHe Npou3BOACTBA: PeFI/ICTpaLU/IOH HOE Y 0CTOBEPEHNE:
CM. Ha ynakoBKe Ne P3H 2020/9580 oT1 18.04.2022

TONLKO ANA ANATHOCTUKM INVITRO
Kog napTuun, CPOK roaHoOCTU, YCNOBUA XPaHEHUS U AP. CAMBO/bI YKa3aHbl Ha
OpPUTMHaNbLHOW YyNakKoBKe

AHTUTEena K BVY 1,2 n Bupycy renatnuta C n HBSAgQ OTCYTCTBYIOT
CocTaB: yKa3aH Ha OpUrMHasIbHOM YNakoBKe N B MHCTPYKLUK MO NMPUMEHEHUIO

ABTOPM30BaHHbIN NpeacTaBUTeNlb MPON3BOAUTENS HA TEppUTOpUK Poccuriickon deaepaumi:
000 «CumeHc 3apaBooxpaHeHne», 115093, Mocksa, yn. yébuHuHckasa, 96

PucyHok 8. MakeT MapK1poBKu a1s Poccuiickoii ®eaepaumm MeaMLMHCKOTo n3aenns «Habop peareHToB 415 ONpeaeneHns NoBEPXHOCTHOTO aHTMreHa Bupyca renatmta B ADVIA
Centaur* HBsAgIl (ADVIA Centaur® HBsll) gna aHanmMzatopos uMMmyHoxeMutoMrHecLieHTHbIX ADVIA Centaur® XP, ADVIA Centaur® XPT»
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Bcero npoLwwmTo 1 NPOHyMepoBaHO
A nucra (oB).

000 «CnmeHc 3apaBooxpaHeH

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



